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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 2/26/09 
has been entered. 

Response to Amendments 

Applicant's amendments filed 2/26/09 to claims 1 , 5, 48, 54, and 57 have been 
entered. No claims have been canceled or added in this reply. Claims 1, 2, 4, 5, 9-12, 
21-43, 48, 50-54, 56, 57, and 62-69 remain pending in the current application, of which 
claims 1, 2, 4, 10-12, 21, 23-36, 40-43, 50-54, 56, 57, and 62-69 are being considered 
on their merits. Claims 5, 9, 22, 37-39, and 48 remain withdrawn from consideration at 
this time. Prior art references not included with this Office action can be found in a prior 
action. Any rejections of record not particularly addressed below are withdrawn in light 
of the claim amendments and applicant's comments. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 1, 2, 4, 10-12, 21, 23-36, 40-43, 50-54, 56, 57, and 62-69 rejected under 
35 U.S.C. 112, first paragraph, as failing to comply with the written description 
requirement. The claim(s) contains subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed 
invention. This is a new matter rejection. 

The amendments to independent claims 1 , 5, 48, 54, and 57 introduce the 
negative limitation that various cells be enriched from bone marrow mononuclear cells 
(BMMCs) "without leucopheresis or culturing the cells." There is no basis for this 
exclusion, either implicit or explicit, in the as-filed specification. The term "culturing" is 
not provided with a limiting definition in the specification, so it must be given its broadest 
reasonable interpretation. See M.P.E.P. § 2111.01. DICTIONARY DEFINITION OF 
CULTURING. Therefore, any step in which cells are placed into any media for any 
purpose for any length of time is encompassed in the term "culturing." 

The specification repeatedly indicates that the progenitor and stem cells are 
cultured prior to administration for varying times and in varying media. See, for example, 
page 1 9, lines 4-21 ; page 20, line 7, through page 21 , line 9; and the working examples 
at page 27, line 1 1 , through page 28, line 6. In order for cells not to be considered 
"cultured," a method would necessarily isolate cells in the absence of media and 
administer them immediately to a recipient without including any carrier. There is no 
basis for this embodiment in the as-filed specification, which clearly teaches otherwise. 
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The introduction of claim changes which involve narrowing the claims by 
introducing elements or limitations which are not supported by the as-filed disclosure is 
a violation of the written description requirement of 35 U.S.C. § 1 12, first paragraph. 
See, e.g., In re Ruschig, 379 F.2d 990, 995, 154 USPQ 118, 123 (CCPA 1967) {"If n- 
propylamine had been used in making the compound instead of n-butylamine, the 
compound of claim 1 3 would have resulted. Appellants submit to us, as they did to the 
board, an imaginary specific example patterned on specific example 6 by which the 
above butyl compound is made so that we can see what a simple change would have 
resulted in a specific supporting disclosure being present in the present specification. 
The trouble is that there is no such disclosure, easy though it is to imagine it.") 
(emphasis in original). See M.P.E.P. § 2163.05. Similarly, in this case, although it is 
easy to envisage a method that omits a culturing step, there is simply no disclosure of 
such a method in the as-filed specification. 

Applicant alleges that M.P.E.P. § 2175.05(i) allows this amendment (Reply, page 
10, last paragraph). These arguments have been fully considered, but they are not 
persuasive. The section of the M.P.E.P. to which applicant refers clearly reads, "If 
alternative elements are positively recited in the specification, they may be explicitly 
excluded in the claims. See In re Johnson, 558 F.2d 1008, 1019, 194 USPQ 187, 196 
(CCPA 1977) [emphasis added]." In this case, there appears to be no positive 
recitation of an embodiment of the method that lacks any culturing. In Johnson, the 
patent at issue listed fifty specific choices pertaining to the contested limitation, and 
applicant was attempting to eliminate a few of those specific choices (at 195). In this 
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case, applicant attempts to claim an embodiment that is not positively recited as an 
option for the claimed invention. Therefore, the cited section does not apply in this case 
and cannot serve to preclude a new matter rejection. 

Claim Rejections - 35 USC § 103 

Applicant is hereby notified that the insertion of new matter into the claims has 
necessitated the removal of the art rejection over the claims. However, removal of new 
matter may result in the reinstatement of the art rejection of record. 

No claims are allowed. 

Applicant is requested to specifically point out the support for any amendments 
made to the disclosure in response to this Office action, including the claims (MPEP 
714.02 and 2163.06). In doing so, applicant is requested to refer to pages and line 
numbers in the as-filed specification, not the published application. Due to the 
procedure outlined in MPEP § 2163.06 for interpreting claims, it is noted that other art 
may be applicable under 35 U.S.C. § 102 or 35 U.S.C. § 103(a) once the 
aforementioned issue(s) is/are addressed. 

Applicant is requested to provide a list of all copending U.S. applications that set 
forth similar subject matter to the present claims and share an inventor or assignee with 
the instant application. A copy of such copending claims is requested in response to 
this Office action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lora E. Barnhart whose telephone number is 571-272- 
1928. The examiner can normally be reached on Monday-Thursday, 9:00am - 5:30pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Wityshyn can be reached on 571-272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Lora E Barnhart/ 

Primary Examiner, Art Unit 1651 



